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remarks/arguments 

Formal Matters 

Claims 26-27, 29 and 31-37 are pending. 

Claims 26-27, 29 and 31-37 were examined and rejected. 

Claims 26 and 29 are amended for clarity. No new matter is added. 

Applicants respectfully request reconsideration of the application in view of the remarks made 

herein. 

Oath/declaration 

The Office asserts that the oath or declaration is defective because it was not executed in 
accordance with either 37 CFR § 1 .66 or CFR § 1 .68. 

A declaration, attached hereto, was filed in this case on October 29, 2001, in response to the 
Notice to file Missing Parts. Since a declaration and not an oath was filed, 37 CFR § 1 .66 is not relevant 
since 37 CFR § 1.66 relates to oaths only 

With regard to CFR § 1 .68 l , the Applicants respectfully that the declaration filed on October 29, 
2001 , meets the requirements of CFR § 1 .68, and no new declaration needs to be filed. 

If the Examiner maintains the assertion that the declaration filed on October 29, 2001, is 
defective, the Examiner is respectfully requested to specifically point out what aspects of the declaration 
renders it defective. 

In the absence of a specific indication of the defect of the declaration, withdrawal of this 
objection is respectfully requested. 

Rejection of claims under 35 U.S.C. § 112, first paragraph 

Claims 26-27, 29 and 31-37 are rejected under 35 U.S.C. § 112, first paragraph, as containing 
subject matter which is not described in the specification in such a way as to enable one skilled in the art 



1 CFR § 1 .68: "Declaration in lieu of oath. Any document to be filed in the Patent and Trademark Office and which is 
required by any law, rule, or other regulation to be under oath may be subscribed to by a written declaration. Such declaration 
may be used in lieu of the oath otherwise required, if, and only if, the declarant is on the same document, warned that willful 
false statements and the like are punishable by fine or imprisonment, or both (18 U.S.C. 1001) and may jeopardize the 
validity of the application or any patent issuing thereon. The declarant must set forth in the body of the declaration that all 
statements made of the declarant's own knowledge are true and that all statements made on information and belief are 
believed to be true. [49 FR 48416, Dec. 12, 1984, effective Feb. 11, 1985]" 
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to which it pertains, or with which it is most nearly connected, to make and/or use the invention. The 
Applicants respectfully traverse this rejection. 

Specifically, the Office asserts that the specification fails to enable a method in which an 
intracellular target molecule may be identified in cells. The Office reasons that the specification 
provides only a general statement about how intracellular target molecules may be identified, and that 
such a method would contain numerous undefined and unpredictable steps. 

With respect to the question of enablement, the MPEP is explicit: a patent specification need not 
teach, and preferably omits, what is well known in the art. 2 In other words, the MPEP explicitly 
discourages Applicants from describing in a patent specification that which was already known in the 
art. 

The Applicants respectfully submit that once a bioactive peptide has been identified according to 
the screening step set forth in the claims, a wide variety of well known and routine biochemical and 
genetic methods would be available to one of skill in the art in order to identify the target for that 
bioactive peptide. For example, and as discussed on page 35 of the instant specification, such methods 
may employ biochemical means (e.g., immunoprecipitation or affinity columns) or genetic means (e.g., 
yeast/mammalian two-hybrid or three-hybrid systems). The Applicants respectfully submit that these 
methods were well known and routinely used prior to the instant priority date to identify binding 
partners for polypeptides of interest. In fact, two hybrid methods have been available since 1989 (Fields 
and Song Nature 1989 340:245-6; abstract submitted as Exhibit A) and were routinely used at the time 
of filing. 

The methods to which the Office refers are therefore well known in the art. Pursuant to MPEP 
§ 2173.04, the methods to which the Office refers need not be discussed in great detail by, and in fact are 
preferably omitted from, the instant patent application. 

In view of the foregoing discussion, the Applicants respectfully submit that the instant 
specification enables a method in which an intracellular target molecule is identified because such 
methods are well known in the art. 

The Applicants respectfully submit that this rejection has been fully addressed and may be 
withdrawn. 



MPEP at § 2164.01 "A patent need not teach, and preferably omits, what is well known in the art." citing/« re 
Buchner, 929 F.2d 660, 661, 18 USPQ2d 1331, 1332 (Fed. Cir. 1991); Hybritech, Inc. v. Monoclonal Antibodies, Inc., 802 
F.2d 1367, 1384, 231 USPQ81,94 (Fed. Cir. 1986), cert denied, 480 U.S. 947 (1987); and Lindemann Maschinenfabrik 
GMBH v. American Hoist & Derrick Co., 730 F.2d 1452, 1463, 221 USPQ 481, 489 (Fed. Cir. 1984). 
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Rejection of claims under 35 U.S.C. § 112, second paragraph 

Claims 26-27, 29 and 31-37 are rejected under 35 U.S.C. § 112, second paragraph, as being 
indefinite. 

The Office asserts that claim 26 is unclear for omitting an essential step. Specifically, the Office 
asserts that claim 26 fails to recite a specific method by which target molecules may be identified. The 
Applicants respectfully traverse this rejection. 

The Applicants respectfully submit that one of skill in the art would recognize what is meant by 

element c) of claim 26 (reciting "identifying an intracellular target molecule ") without reciting a 

specific method by which the target molecule is identified. This is all that is required to comply with 35 
U.S.C. § 112, second paragraph, and, accordingly, this rejection may be withdrawn. 

Further, the MPEP at § 2 1 73.04 3 very clearly states that breadth of a claim is not to be equated 
with indefiniteness. 

The Applicants respectfully submit that element c) of claim 26 may be performed using any of a 
variety of biochemical or genetic identification methods that would be apparent to one of skill in the art. 
Element c) of claim 26 encompasses many methods and is not directed to any one identification method 
in particular. The Applicants respectfully submit that the question of whether a specific identification 
method should be recited in claim is a question of claim breadth, rather than indefiniteness. Pursuant to 
MPEP § 2173.04, the mere fact that more than one identifying method is encompassed by the term 
"identifying" in claim 26 does not necessarily render the claim indefinite. 

In other words, the Applicants respectfully submit that the Office is equating breadth of claim 26 
(i.e., whether or not the claim is directed to a variety of identification methods or any one identification 
method in particular) with indefiniteness of claim 26. Since MPEP § 2173.04 states that claim breadth is 
not to be equated with claim indefiniteness, this rejection may be withdrawn. 

The Applicants respectfully submit that this rejection has been adequately addressed and may be 
withdrawn. 



3 MPEP § 2173.04: "Breadth Is Not Indefiniteness. Breadth of a claim is not to be equated with indefiniteness. In re 
Miller, 441 F.2d 689, 169 USPQ 597 (CCPA 1971). If the scope of the subject matter embraced by the claims is clear, and if 
applicants have not otherwise indicated that they intend the invention b be of a scope different from that defined in the 
claims, then the claims comply with35 U.S.C. 112, second paragraph." 
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The Office asserts that the use of terminologies such as "intracellular bioactive peptide", 
"randomized peptide", "a peptide" and "transdominant bioactive peptide" provide for confusion and 
ambiguity. The Applicants respectfully traverse this rejection. 

Without wishing to acquiesce to the correctness of this rejection and solely to expedite 
prosecution, the term "a peptide" has been amended to recite a "randomized peptide". 

The Applicants respectfully submit that this rejection has been adequately addressed and may be 
withdrawn. 

The Office asserts that the screening step b) of claims 19 and 26 (the "screening" step) is not 
positively recited. The Applicants respectfully traverse this rejection. 

Without wishing to acquiesce to the correctness of this rejection and solely to expedite 
prosecution, the screening steps of claims 19 and 26 have been amended to recite "screening said 
plurality of cells to identify a cell that has an altered phenotype". 

The Applicants respectfully submit that this rejection has been adequately addressed and may be 
withdrawn. 

The Office asserts that claim 29 is indefinite for reciting the terms "first portion" and "second 
portion" without giving structure for those portions. The Applicants respectfully traverse this rejection. 

The Applicants respectfully submit that the use of such terms as "first" and "second" is standard 
in the construction of patent claims. 

To evidence this fact, the Applicants searched for patents that issued in 2002 with claims having 
the words "first" and "second" using the search string ( (A CLM/ first AND ACLM/second) AND 
ISD/20020101->20021231). The Applicants identified 83425 issued patents that contain these terms. 
Since only 184530 patents issued in 2002, the terms "first" and "second" are used in almost half of the 
patents that issued that year. 

The Office appears to argue that the terms do not provide any structural characteristic to the 
objects to which they refer (i.e., two portions of a presentation structure). However, this is not so: the 
claims require that the first portion is bound to the N-terminus of a candidate peptide and the second 
portion if bound to the C-terminus of the candidate peptide. As such, the terms do provide a structural 
characteristic of the object to which what the terms "first portion" and "second portion" refer: they are 
bound to the different ends of a candidate peptide. 
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The Applicants respectfully submit that this rejection has been adequately addressed and may be 
withdrawn. 

The Office asserts that claim 27 is confusing because elements (e) and (f) appear to have been 
reversed. The Applicants respectfully traverse this rejection. 

The Applicants respectfully submit that where a claim does not expressly state or necessarily 
imply the sequence of all or some steps, that claim would cover the steps performed in any order or 
simultaneously. Accordingly, elements (e) and (f) may be performed in any logical order. Practiced in 
their current order, elements (e) and (f) would encompass, for example, biochemical assays that involve 
isolating the bioactive agent and then binding the target of the peptide to the peptide. In reverse, the 
bioactive peptide may be first bound to its target, and then peptide isolated. Both methods may be used 
to identify a target for the peptide and both methods are encompassed by the claim. 

In view of the foregoing, the Applicants respectfully submit that claim 27 is not indefinite. Even 
if the claim is interpreted to require that the steps (e) and (f) are performed in the order set forth (i.e., (e) 
before (f)), the claim encompasses many standard biochemical methods. 

The Applicants respectfully submit that this rejection has been adequately addressed and may be 
withdrawn. 

The Office asserts that "It is not clear how the candidate nucleic acids is linked to a nucleic acid 
encoding at least one fusion partner, in the absence of said manipulative, positive step in the base 
claim." 

The Applicants respectfully request clarification of this rejection. In particular, the Applicants 
request clarification of what the Office means by the phrase "said manipulative, positive step" since the 
meaning of that phrase is not clear, especially considering that the word "said" implies that a 
"manipulative, positive step" is discussed somewhere else in the Office Action or is specifically recited 
in the claims. The phrase "manipulative, positive step" is found nowhere else in the Office Action nor is 
this precise language used in the claims. As such, the Applicants respectfully submit that the rejection is 
not clear. 

Further, the Applicants respectfully submit that there is no basis, either in the MPEP or current 
caselaw, to require a step of making a composition, if that composition is to be used in a method claim. 

The Applicants respectfully submit that this rejection should be withdrawn, or explained more 
clearly in the next Office Action. 
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If this rejection is to be maintained in the next Office Action, the Applicants respectfully request 
that the next Office Action be non-final Office Action. 

Rejection of claims under 35 U.S.C. § 102 

Claims 26-27, 29 and 31-37 are rejected under 35 U.S.C. 102(e) as being anticipated by Jensen 
(U.S. published application 20010053523). 

The Applicants respectfully submit that Jensen cannot be cited under 35 U.S.C. 102(e), and, 
accordingly, this rejection may be withdrawn. 

MPEP § 2136.03 discusses the effective date of a publication under 35 U.S.C. § 102 in great 
detail. According to MPEP § 2136.03 4 , the effective date of a publication resulting from an international 
application depends on whether the international application was filed prior to, or on or after, November 
29, 2000. If a publication results from an international application filed prior to November 29, 2000, the 
effective date of that publication under § 102(e) is the actual filing date of the later- filed U.S. application 
that claimed the benefit of the international application. 

May 31, 1996 (the filing date of Jensen's international application) is prior to November 29, 
2000. Accordingly Jensen is a U.S. application publication of a patent application that claims benefit of 
an international application filed in the PCT prior to November 29, 2000 as set out in 
MPEP § 2136.03(C)(3).. 

Since MPEP § 2136.03 explicitly states that a US application publication that claims the benefit 
of an international application that was filed prior to November 29, 2000, is to be applied as a reference 
under § 1 02(e) as of the actual filing date of the later-filed U.S. application that claimed the benefit of the 



4 2136.03: Critical Reference Date: 

(C) If the international application has an international filing date prior to November 29, 2000, apply the reference under the 
provisions of 35 U.S.C. 102 and 374, prior to the AIPA amendments: 

(1) For U.S. patents, apply the reference under 35 U.S.C. 102(e) as of the earlier of the date of completion 
of the requirements of 35 U.S.C. 371(c)(1), (2) and (4) or the filing date of the late^filed U.S. application 
that claimed the benefit of the international application; 

(2) For U.S. application publications and WIPO publications directly resulting from international 
applications under PCT Article 21(2), never apply these references under 35 U.S.C. 102(e). These 
references may be applied as of their publication dates under 35 U.S.C. 102(a) or (b); 

(3) For U.S. application publications of applications that claim the benefit under 35 U.S.C. 120 or 365(c) of 
an international application filed prior to November 29, 2000, apply the reference under 35 U.S.C. 102(e) 
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international application, the earliest § 102(e) date for Jensen is May 15, 2001, which is after the priority 
date of the instant application. Furthermore, the publication date of Jensen of December 20, 200 lis also 
after the priority date of the instant application. Therefore, Jensen is not available as prior art against the 
present claims under any subsection of §102. 

The Applicants respectfully submit that this rejection has been adequately addressed, and may be 
withdrawn. 

The Commissioner is hereby authorized to charge any underpayment of fees associated with this 
communication, including any necessary fees for extensions of time, or credit any overpayment to 
Deposit Account No. 50-08 1 5, order number RIGL-004CON4. 



BOZICEVIC, FIELD & FRANCIS LLP 
200 Middlefield Road, Suite 200 
Menlo Park, CA 94025 
Telephone: (650) 327-3400 
Facsimile: (650)327-3231 

Enclosures: Declaration filed October 29, 2001 

Exhibit A: abstract of Fields and Song Nature 1989 340:245-6 

F:\DOCUMENT\RIGL (Rigel>004CON4\response - supplemental- to 03-10-04 office action.doc 



Respectfully submitted, 

BOZICEVIC, FIELD & FRANCIS LLP 




as of the actual filing date of the later-filed U.S. application that claimed the benefit of the 
international application, (emphasis added) 
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A novel genetic system to detect protein-protein interactions. 
Fields S, Song O. 

Department of Microbiology, State University of New- York at Stony Brook, Stony Brook 1 1794. 

Protein-protein interactions between two proteins have generally been studied using biochemical 
techniques such as crosslinking, co-immunoprecipitation and co-fractionation by chromatography. 
We have generated a novel genetic system to study these interactions by taking advantage of the 
properties of the GAL4 protein of the yeast Saccharomyces cerevisiae. This protein is a 
transcriptional activator required for the expression of genes encoding enzymes of galactose 
utilization. It consists of two separable and functionally essential domains: an N-terminal domain 
which binds to specific DNA sequences (UASG); and a C-terminal domain containing acidic regions, 
which is necessary to activate transcription. We have generated a system of two hybrid proteins 
containing parts of GAL4: the GAL4 DNA-binding domain fused to a protein 'X' and a GAL4 
activating region fused to a protein 'Y\ If X and Y can form a protein-protein complex and 
reconstitute proximity of the GAL4 domains, transcription of a gene regulated by UASG occurs. We 
have tested this system using two yeast proteins that are known to interact— SNF1 and SNF4. High 
transcriptional activity is obtained only when both hybrids are present in a cell. This system may be 
applicable as a general method to identify proteins that interact with a known protein by the use of a 
simple galactose selection. 

PMID: 2547163 [PubMed - indexed for MEDLINE] 
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JECLARATION for patent application 



As a below-named inventor, I hereby declare that:. 

My residence, post office address and citizenship are as stated below next to my name, 

I believe I am the original, first and sole inventor (if only one name is listed below) or an original, first 
and joint inventor (if plural names are listed below) of the subj-ect matter which is claimed and for which 
a patent is sought on the invention entitled METHODS FOR SCR EE NING FOR TRA NSDQMI NANT INTRACELLULAR EFFECTOR 
PEPTIDES AND RMA MOLECULES , the specification of which 



(check 
one) 



□ 
0 



is attached hereto. 



was filed on July 51. 2001 



Application Serial No. 
and was amended on 



09/919,635 



July 51 , 2001 




(if applicable) 



I hereby state that I have reviewed and understand the contents of the above- identi f ied specification, 
including the claims, as amended by any amendment referred to above. 

I acknowledge the duty to disclose to the Patent Office all information known to me to be material to 
patentability as defined in 37 C.F.R. 1.56. 

, hereby claim foreign priority benefits under Title 35, United States Code, §119 of any foreign applications) 
for patent or inventor's certificate listed below and have also identified below any foreign application 
for patent or inventor's certificate having a filing date before that of the application on which priority 

is claimed: 



Prior Foreign Appl icat i on(s) 



Priority Claimed 









□ 


□ 


(Number) 


(Country) 


(Day/Month/Year Filed) 


Yes 


No 








□ 


□ 


(Number) 


(Country) 


(Day/Month/Year Filed) 


Yes 


No 








□ 


□ 


(Number) 


(Country) 


(Day/Month/Year Filed) 


Yes 


No 



, hereby claim the benefit under Title 35, United States Code, §5119/120 of any Un, ted I States 
applicationcs) listed below and. insofar as the subject matter of each of the claims of this application 
is not disclosed in the prior United States .appl i cat i on- in the manner provided by the first paragraph 
of Title 35 United States Code, §112, I acknowledge the duty to disclose to the Patent Office all 
information 'known to me to be materials patentability as defined in37C.F.R. 1.56 which occurred between 
the filing date of the prior application and the national, or PCT international filing date of this 
appl i cat i on: 



09/727.715 


November 28. 2000 


Pending 


08/963.368 


November 3. 1997 


Pendinq 


08/789.333 


January 23. 1997 


Issued 


08/787.738 


January 23. 1997 


Pendinq 


08/589.109 


January 23. 1996 


P end i nq 


08/589.911 


January '23. 1996 


Abandoned 


(Application Serial No.) 


(Fit ing Oate) 


(Status) 
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Address all correspondence to: 



ROB IN M. SILVA 



at (415.,- 1-1989. 




FLEHR HOH3ACH TEST 
ALBRITTON & HERSERT LLP 
Suite 3400, Four Embarcadero Center 
San Francisco, California 94111 



File No. A-64260-4/RMS/AMS 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made 
on information and belief are believed to be true; and further that these statements were made with the 
knowledge that willful false statements and the like so made are punishable by fine or imprisonment, or both, 
under'Title 18, United States Code, §1001 and that such willful false statements may jeopardize the validity 
of the application or any patent issued thereon. 



Full name of sole or 
first inventor: 

Inventor's signature: 

Oate: 

Residence: 

Ci ti zenship: 

Post Office Address: 



Garry P. Nolan 



San Francisco, California 



United States of America 



300 Brentwood Avenue 



San Francisco, California 94127 



Ful I name of second 
i nventor: 

Inventor's signature: 

Date: 

Res idence : 

Ci ti zenship: 

Post Office Address: 



S. Michael Rothenberg 



Palo Alto, California 



United States of America 



275 Hawthorne Avenue, #228 
Palo Alto, California 94301 
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DECLARATION FOR PATENT APPLICATION 



As a below-named inventor, I hereby declare that: 

My residence, post office address and' c i t i zensh i p are as stated below next to my name, 

I believe I am the original, first and sole inventor (if only one name is listed below) or an original, first 
and Joint inventor (if plural names are listed below) of the subject matter which is claimed and for which 
a patent is sought on the invention entitled METHODS FOR SCR EW IN G FOR T RANSDQMI NANT INTRACELLULAR EFFECTOR 
PEPTIDES AND RNA MOLECULES , the specification of which 



(check 
one) 



□ 
0 



i s attached hereto-. 



was filed on July 31 . 2001 



Application Serial No. 
and was amended on 



09/919,635 




July 31 . 2001 



(if applicable) 



I hereby state that I have reviewed and understand the contents of the above- identified specification, 
including, the claims, as amended by any amendment referred to above. 

.1 acknowledge the duty to disclose to the Patent Office all information known to me to be material to 
patentability as defined in 37 C.F.R. 1.56. 

I hereby claim foreign priority benefits under Title 35. United States Code, §119 of any foreign applications) 
for patent or inventor's certificate. listed below and have also identified below any foreign application 
for patent or inventor's certificate having a filing date before that of the application -on which prionty 

is c I a i med : 



Prior Foreign Appl i cat i on( s ) 



Pri ori tv Claimed 
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(Number) 
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(Day/Month/Year 
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(Number) 


(Country) 


(Day/Month/Year 


Fi led) 


Yes 
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(Number) 


(Country) 


(Day/Month/Year 


" Fi led) 


Yes 


No 



, hereby claim the benefit under Title 35, United States Code, 55119/120 of any Un, ted States 
applications, listed below and, insofar as the subject matter of each of the claims of t ,s -PPli«t«™ 
ifnot disclosed in the prior United States application in the manner provided by the irst p. .graph 
of Title 35, United States Code, §112, I acknowledge the duty to disclose to the Patent Office all 
information known to me to be material to patentability as defined in 37 c.P.R. 1.56 whic occurred between 
the filing date of the prior application and the narionat or PCT international filmg date or this 
appl i cat i on : 
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Direct aU telephone calls to 
Address all correspondence to: 



ROBIN M. SUVA 



at (4V5, ,d1-1989. 



FLEHR HOHBACH TEST 
ALBRITTON & HERBERT LLP 
Suite 3400, Four Embarcadero Center 
San Francisco, California 94111 
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File No. A-64260-4/RMS/AMS 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made 
on information and belief are believed to be true; and further that these statements were made with- the 
knowledge that willful false statements and the like so made are punishable by fine or imprisonment, or both, 
under Title 13, United States Code, §1001 and that such willful false statements may jeopardize the validity 
of the application or any patent issued thereon. 
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San Francisco. California 
United States of America 
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Inventor's signature: 
Date: 
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United States of America 



275 Hawthorne Avenue, #228 



Palo Alto, California 94301 



1064615 



DECLARATION FOR PATENT APPLICATION 
Page 2 



